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patients are faced with a choice of treatment options: radical
prostatectomy or radio therapy. Although this different treat-
ments may have no differences in terms of survival, they may
have very different consequences on the subsequent quality of
life (QoL). Prerequisite to answer these questions is a reliable and
valid instrument to assess these differences. Since in Europe the
EORTC QLQ-C30 became the standard instrument to evaluate
QoL in cancer patients, the task was to develop a disease spe-
ciﬁc module in addition to the core questionnaire to assess not
just general QoL but as well prostate speciﬁc symptoms.
METHODS: Between 1996 and 2000 different groups con-
ducted historical cohort studies using the EORTC QLQ-C30 and
a prostate speciﬁc module developed by Kuechler et al. The Ref-
erence Center Quality of Life in Germany put together these
studies for an empirical meta-analysis. The main objective was
to analyze the module’s psychometric properties. The total
sample consisted of 1185 patients, of which 950 completed the
QoL questionnaires. These 950 questionnaires were included in
a detailed psychometric analysis. RESULTS: First step of this
psychometric analysis was a principal component analysis,
which revealed the scales: urinary problems, incontinence, erec-
tile dysfunction, sexual problems, problems with partner, pain,
heat, nutrition, and psychic strain. Their reliabilities indicated
good to sufﬁcient internal consistency with a Cronbach’s alpha
(0.70 to 0.89 except to two scales). The module showed good
concurrent validity (correlations with “Global Health” from the
EORTC QLQ-C30) and very good construct validity, since the
module is able to discriminate between different treatment
regimes, tumour stages and age. CONCLUSIONS: The prostate
speciﬁc module is a reliable, valid and applicable measure for
quality of life in patients with prostate cancer.
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OBJECTIVES: Condition-speciﬁc preference indices (COPI’s)
may provide a sensitive measure of treatment effect and eco-
nomic impact in certain disorders. Our goal was to adapt the
Barthel Index, a validated 10-item measure of physical disabil-
ity, as a COPI for stroke clinical trials and practice settings. The
resulting instrument is known as the Barthel Preference Index
(BPI). METHODS: Preferences were elicited from 152 commu-
nity members (≥45 years) using visual analog scaling (VAS) and
discrete choice experiment (DCE). Ordinary least squares and
probit regression models were developed from VAS and DCE
data, respectively, and indexed from zero to one. Data from
stroke inpatients were used to calculate preferences for com-
monly occurring stroke disability states. Tests of internal consis-
tency, and construct, convergent and discriminant validity were
performed. RESULTS: Thirty-one percent of the subjects were
male, mean age was 61 years, 88% were Caucasian, 60% had
more than a high school education, and 63% were married. VAS
preferences ranged from 0.09 to 0.40 for severe and very severe
stroke, 0.40 and 0.74 for moderate stroke, and 0.72 to 0.97 for
mild stroke. DCE preferences ranged from 0.04 to 0.17, 0.17 to
0.76, and 0.47 to 0.88, respectively. Multiple preferences were
observed within individual BI scores. Both models demonstrated
internal consistency, and construct and convergent validity.
Spearman correlations between VAS and DCE utilities, and BI
scores were 96% and 91%, respectively. The correlation between
VAS and DCE utilities was 94%. Overall, the VAS model was
stronger and demonstrated superior discriminant validity. CON-
CLUSIONS: The Barthel Preference Index, a COPI intended 
for stroke clinical trials and practice, was found to be valid and
reliable in this population. Multiple preferences within scores
suggest that the BPI may be more sensitive to treatment effect
than BI scores. Further validation and tests of responsiveness in
clinical trials are required.
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OBJECTIVES: To develop and validate a self-administered ques-
tionnaire assessing the “severity” and “bothersomeness” of the
most frequently reported symptoms and signs of uncomplicated
urinary tract infection (uUTI). METHODS: The UTI Symptoms
Assessment (USA) questionnaire—a 14-item instrument asking
about the severity and bothersomeness of seven key uUTI symp-
toms—was completed by 276 women with uUTI who had 
participated in a prospective, open-label, non-comparative mul-
ticentre clinical trial of CIPRO® XR (ciproﬂoxacin extended-
release tablets). Subjects completed the USA in electronic format
at baseline and at varying time intervals until the test of cure
(TOC) visit. Baseline scores on the King’s Health Questionnaire
(KHQ) were collected and Global Rating of Change (GRC) items
were completed with each USA administration. An investigator
performed a clinical evaluation of UTI symptoms at baseline and
TOC visit. RESULTS: On unforced principal components factor
analysis, the USA was found to comprise three four-item
domains named Urination Regularity, Problems with Urination,
and Pain Associated with UTI. Two questions asking about
haematuria loaded on a fourth factor. The three domains were
homogeneous and internally consistent, each having Cronbach’s
alpha scores of 0.80–0.90. Convergent validity of the USA was
shown by high correlations between similar USA and KHQ
domains (all rs > 0.40), and divergent validity by small correla-
tions between unlike domains (all rs < 0.15). The USA domains
demonstrated excellent discriminant validity (to clinical
symptom evaluations) and responsiveness to changes in clinical
evaluation and GRC items. Symptom improvement was highest
in the ﬁrst three hours, leading to greater responsiveness and
MID during this period. CONCLUSIONS: The three-domain
USA has excellent psychometric properties: each domain shows
high levels of internal reliability, convergent and divergent valid-
ity, discriminant validity and responsiveness. The USA is thus
likely to prove an excellent tool for assessing uUTI outcome from
a patient’s perspective, in both research and clinical settings.
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OBJECTIVES: In non-insulin-dependent diabetes mellitus
(NIDDM) where auto-treatment plays an important role in
disease management, patient satisfaction is particularly impor-
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tant to ensure high compliance and reduce risk of late compli-
cations. The objective of this study was to develop and validate
a satisfaction questionnaire for adults with type-2 diabetes
treated with oral antihyperglycemic agents. METHODS: The
DIAPASON questionnaire was developed in French following a
literature review and in depth interviews among 10 NIDDM
adults and eight experts. The questionnaire was tested among 5
type-2 diabetes patients to verify it’s comprehension, acceptabil-
ity and relevance. Psychometric properties were assessed in
France on a cross-sectional sample of 441 NIDDM participants
recruited by clinicians’, a diabetes patient association and a
health care network. Test-retest reliability was evaluated in a
sub-sample of 84 clinically stable type two diabetes participants.
RESULTS: Using principal component analysis, four scales were
identiﬁed: Nutrition (nine items), Physician (three items), Atti-
tudes toward diabetes (ﬁve items), and Medication (ﬁve items).
Item convergent and item discriminant validity were satisfactory.
Cronbach’s alphas ranged from 0.67 to 0.87 providing evidence
of internal consistency. Intraclass correlation coefﬁcients
exceeded 0.70 for all scales except for Medication (0.57). Sig-
niﬁcant between-group differences were found demonstrating
the known groups validity of the questionnaire. Men were more
satisﬁed than women in regards to Attitudes (p = 0.0004) and
Medication (p = 0.0037). Subjects with shorter diabetes duration
were less satisﬁed with Nutrition (p < 0.0001) but had more pos-
itive Attitudes (p = 0.0432) than the others. Participants
recruited by the health care network were more satisﬁed with
their Physician (p = 0.0002) than the other patients. CONCLU-
SIONS: The DIAPASON is a valid and reliable questionnaire
measuring the degree of satisfaction of adults with type-2 dia-
betes treated with oral antihyperglycemic agents. This question-
naire may be used in different settings to evaluate and to identify
aspects of health care in need of improvement.
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OBJECTIVES: On the basis of evidence suggesting similar effec-
tiveness between SSRIs and tricyclics, this study sought to esti-
mate the relative cost-effectiveness of policies to offer SSRIs,
tricyclics and lofepramine as ﬁrst-line treatment for depression
using two alternative measures of effect. METHODS: Patients
attending primary care were randomised to receive an SSRI, tri-
cyclic or lofepramine. Patients were allowed to switch between
treatment arms. An NHS and social care perspective was
assumed. Resource-use information over one year was obtained
from GP records. The Hospital Anxiety and Depression Scale
and the EQ-5D were administered at speciﬁed time points, and
used to estimate depression-free weeks (DFW) and QALYs.
Incremental cost-effectiveness ratios were calculated and cost-
effectiveness acceptability curves used to reﬂect uncertainty. The
data were analysed on an intent-to-treat basis. RESULTS: A total
of 109, 113 and 105 patients were randomised to receive a SSRI,
tricyclic and Lofepramine respectively. The economic analysis
was conducted for 264 patients for whom health outcome data
were available. The mean incremental cost-per-DFW for patients
randomised to SSRIs was £59 compared to lofepramine and £32
compared to tricyclics. The mean incremental cost per DFW of
tricyclics was £183 compared to lofepramine. The mean incre-
mental cost-per-QALY for patients randomised to SSRIs was
£5686 compared to lofepramine and £2692 compared to tri-
cyclics. Relative to lofepramine, the tricyclic group had margin-
ally fewer QALYs and higher costs. CONCLUSIONS: The
results from the cost-per-QALY analysis suggest that SSRIs
provide a small additional beneﬁt at an acceptable cost.
However, when analysed using DFWs, the results suggest that
SSRIs will only be the most cost-effective treatment option if
decision-makers are prepared to pay an extra £50 per DFW.
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OBJECTIVES: Reimbursement of a new drug often depends on
its budgetary impact. Identifying the budget impact of a new
drug introduction requires characterizing the evolution of the
costs related to competing drugs. We present, in the context of
schizophrenia, a simple model to estimate the evolution of pre-
scriptions if no other drug is added to those already reimbursed.
This model allows for a probabilistic sensitivity analysis.
METHODS: A cross sectional survey was conducted among a
sample of ambulatory and hospital psychiatrists. Data was col-
lected for 1855 patients about treatment changes in the past 12
months. We use this data to estimate a Markov transition matrix
and characterize uncertainty about the estimates using Dirichlet
distributions. The Markov model is then tailored to allow entries
and exits from the population. Market share is then computed
for the next three years, a Monte Carlo simulation is performed
as a sensitivity analysis, and the results are compared to the
antipsychotic sales trends from 1998 to 2003. RESULTS: Second
generation antipsychotics (SGAs) prescriptions are expected to
increase in the next years. Their market share should grow from
62% to 70% three years later. This increase is explained by a
rising importance of olanzapine and risperidone prescriptions.
These estimations are consistent with the observed sales trends,
the model trends differing from the observed sales end out to be
non signiﬁcant in the sensitivity analysis. Since SGAs cost more
than ﬁrst generation antipsychotics, the average daily treatment
cost (DTC) is expected to increase from 2.25€ to 2.53€. CON-
CLUSION: Without any new drug introduction the average
schizophrenia DTC is expected to increase in parallel with the
SGAs prescriptions. Thus, when assessing the budget impact of
a new drug introduction, not considering this spontaneous trend,
would lead to an overestimation of its potential impact.
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OBJECTIVES: To assign utility values for schizophrenia-related
health states using the Assessment of Quality of Life Question-
naire (AQoL) from two different perspectives: general popula-
tion and caregivers. METHODS: Eight schizophrenia-related
health state scenarios were presented to participants from the
general population and caregivers. The participants explained
how these scenarios would impact on their quality of life using
the AQoL. The caregivers were also asked to value their own
quality of life if they were caring for the person described in the
